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Subpart K—Administrative Deten-
tion of Food for Human or Ani-
mal Consumption 

SOURCE: 69 FR 31701, June 4, 2004, unless 
otherwise noted. 

GENERAL PROVISIONS 

§ 1.377 What definitions apply to this 
subpart? 

The definitions of terms that appear 
in section 201 of the act (21 U.S.C. 321) 
apply when the terms are used in this 
subpart. In addition, for the purposes 
of this subpart: 

Act means the Federal Food, Drug, 
and Cosmetic Act. 

Authorized FDA representative means 
an FDA District Director in whose dis-
trict the article of food involved is lo-
cated or an FDA official senior to such 
director. 

Calendar day means every day shown 
on the calendar. 

Food has the meaning given in sec-
tion 201(f) of the act (21 U.S.C. 321(f)). 
Examples of food include, but are not 
limited to, fruits, vegetables, fish, 
dairy products, eggs, raw agricultural 
commodities for use as food or compo-
nents of food, animal feed, including 
pet food, food and feed ingredients and 
additives, including substances that 
migrate into food from food packaging 
and other articles that contact food, 
dietary supplements and dietary ingre-
dients, infant formula, beverages, in-
cluding alcoholic beverages and bottled 
water, live food animals, bakery goods, 
snack foods, candy, and canned foods. 

Perishable food means food that is not 
heat-treated; not frozen; and not other-
wise preserved in a manner so as to 
prevent the quality of the food from 
being adversely affected if held longer 
than 7 calendar days under normal 
shipping and storage conditions. 

We means the U.S. Food and Drug 
Administration (FDA). 

Working day means any day from 
Monday through Friday, excluding 
Federal holidays. 

You means any person who received 
the detention order or that person’s 
representative. 

§ 1.378 What criteria does FDA use to 
order a detention? 

An officer or qualified employee of 
FDA may order the detention of any 
article of food that is found during an 
inspection, examination, or investiga-
tion under the act if the officer or 
qualified employee has reason to be-
lieve that the article of food is adulter-
ated or misbranded. 

[76 FR 25541, May 5, 2011] 

§ 1.379 How long may FDA detain an 
article of food? 

(a) FDA may detain an article of food 
for a reasonable period that may not 
exceed 20 calendar days after the deten-
tion order is issued. However, an arti-
cle may be detained for 10 additional 
calendar days if a greater period of 
time is required to institute a seizure 
or injunction action. The authorized 
FDA representative may approve the 
additional 10-calendar day detention 
period at the time the detention order 
is issued, or at any time within the 20- 
calendar day period by amending the 
detention order. 

(b) The entire detention period may 
not exceed 30 calendar days. 

(c) An authorized FDA representative 
may, in accordance with § 1.384, termi-
nate a detention order before the expi-
ration of the detention period. 

§ 1.380 Where and under what condi-
tions must the detained article of 
food be held? 

(a) You must hold the detained arti-
cle of food in the location and under 
the conditions specified by FDA in the 
detention order. 

(b) If FDA determines that removal 
to a secure facility is appropriate, the 
article of food must be removed to a se-
cure facility. A detained article of food 
remains under detention before, dur-
ing, and after movement to a secure fa-
cility. FDA will also state in the deten-
tion order any conditions of transpor-
tation applicable to the detained arti-
cle. 

(c) If FDA directs you to move the 
detained article of food to a secure fa-
cility, you must receive a modification 
of the detention order under § 1.381(c) 
before you move the detained article of 
food to a secure facility. 
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(d) You must ensure that any re-
quired tags or labels under § 1.382 ac-
company the detained article during 
and after movement. The tags or labels 
must remain with the article of food 
until FDA terminates the detention 
order or the detention period expires, 
whichever occurs first, unless other-
wise permitted by the authorized FDA 
representative. 

(e) The movement of an article of 
food in violation of a detention order 
issued under § 1.393 is a prohibited act 
under section 301 of the act (21 U.S.C. 
331). 

§ 1.381 May a detained article of food 
be delivered to another entity or 
transferred to another location? 

(a) An article of food subject to a de-
tention order under this subpart may 
not be delivered under the execution of 
a bond. Notwithstanding section 801(b) 
of the act (21 U.S.C. 381(b)), while any 
article of food is subject to a detention 
order under section 304(h) of the act (21 
U.S.C. 334(h)), it may not be delivered 
to any of its importers, owners, or con-
signees. This section does not preclude 
movement at FDA’s direction of im-
ported food to a secure facility under 
an appropriate Customs’ bond when 
that bond is required by Customs’ law 
and regulation. 

(b) Except as provided in paragraph 
(c) of this section, no person may 
transfer a detained article of food with-
in or from the place where it has been 
ordered detained, or from the place to 
which it was removed, until an author-
ized FDA representative releases the 
article of food under § 1.384 or the de-
tention period expires under § 1.379, 
whichever occurs first. 

(c) The authorized FDA representa-
tive may approve, in writing, a request 
to modify a detention order to permit 
movement of a detained article of food 
for any of the following purposes: 

(1) To destroy the article of food, 
(2) To move the detained article of 

food to a secure facility under the 
terms of a detention order, 

(3) To maintain or preserve the integ-
rity or quality of the article of food, or 

(4) For any other purpose that the 
authorized FDA representative believes 
is appropriate in the case. 

(d) You must submit your request for 
modification of the detention order in 
writing to the authorized FDA rep-
resentative who approved the detention 
order. You must state in your request 
the reasons for movement; the exact 
address of and location in the new fa-
cility (or the new location within the 
same facility) where the detained arti-
cle of food will be transferred; an ex-
planation of how the new address and 
location will be secure, if FDA has di-
rected that the article be detained in a 
secure facility; and how the article will 
be held under any applicable conditions 
described in the detention order. If you 
are requesting modification of a deten-
tion order for the purpose of destroying 
the detained article of food, you also 
must submit a verified statement iden-
tifying the ownership or proprietary 
interest you have in the detained arti-
cle of food, in accordance with Supple-
mental Rule C to the ‘‘Federal Rules of 
Civil Procedure.’’ 

(e) If FDA approves a request for 
modification of a detention order, the 
article may be transferred but remains 
under detention before, during, and 
after the transfer. FDA will state any 
conditions of transportation applicable 
to the detained article. You may not 
transfer a detained article of food with-
out FDA supervision unless FDA has 
declined in writing to supervise the 
transfer. If FDA has declined in writing 
to supervise the transfer of a detained 
article, you must immediately notify 
in writing the authorized FDA rep-
resentative who approved the modifica-
tion of the detention order that the ar-
ticle of food has reached its new loca-
tion, and the specific location of the 
detained article within the new loca-
tion. Such written notification may be 
in the form of a fax, e-mail, or other 
form as agreed to by the authorized 
FDA representative. 

(f) You must ensure that any re-
quired tags or labels under § 1.382 ac-
company the detained article during 
and after movement. The tags or labels 
must remain with the article of food 
until FDA terminates the detention 
order or the detention period expires, 
whichever occurs first, unless other-
wise permitted by the authorized FDA 
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representative who approves the modi-
fication of a detention order under this 
section. 

(g) The transfer of an article of food 
in violation of a detention order issued 
under § 1.393 is a prohibited act under 
section 301 of the act. 

§ 1.382 What labeling or marking re-
quirements apply to a detained arti-
cle of food? 

The officer or qualified employee of 
FDA issuing a detention order under 
§ 1.393 may label or mark the detained 
article of food with official FDA tags 
or labels that include the following in-
formation: 

(a) A statement that the article of 
food is detained by FDA in accordance 
with section 304(h) of the act; 

(b) A statement that the article of 
food must not be consumed, moved, al-
tered, or tampered with in any manner 
for the period shown, without the writ-
ten permission of an authorized FDA 
representative; 

(c) A statement that the violation of 
a detention order or the removal or al-
teration of the tag or label is a prohib-
ited act, punishable by fine or impris-
onment or both; and 

(d) The detention order number, the 
date and hour of the detention order, 
the detention period, and the name of 
the officer or qualified employee of 
FDA who issued the detention order. 

§ 1.383 What expedited procedures 
apply when FDA initiates a seizure 
action against a detained perish-
able food? 

If FDA initiates a seizure action 
under section 304(a) of the act against 
a perishable food subject to a detention 
order under this subpart, FDA will send 
the seizure recommendation to the De-
partment of Justice (DOJ) within 4 cal-
endar days after the detention order is 
issued, unless extenuating cir-
cumstances exist. If the fourth cal-
endar day is not a working day, FDA 
will advise the DOJ of its plans to rec-
ommend a seizure action on the last 
working day before the fourth calendar 
day and send the recommendation as 
soon as practicable on the first work-
ing day that follows. For purposes of 
this section, an extenuating cir-
cumstance includes, but is not limited 
to, instances when the results of con-

firmatory testing or other evidentiary 
development requires more than 4 cal-
endar days to complete. 

§ 1.384 When does a detention order 
terminate? 

If FDA terminates a detention order 
or the detention period expires, an au-
thorized FDA representative will issue 
a detention termination notice releas-
ing the article of food to any person 
who received the detention order or 
that person’s representative and will 
remove, or authorize in writing the re-
moval of, the required labels or tags. If 
FDA fails to issue a detention termi-
nation notice and the detention period 
expires, the detention is deemed to be 
terminated. 

HOW DOES FDA ORDER A DETENTION? 

§ 1.391 Who approves a detention 
order? 

An authorized FDA representative, 
i.e., the FDA District Director in whose 
district the article of food involved is 
located or an FDA official senior to 
such director, must approve a deten-
tion order. If prior written approval is 
not feasible, prior oral approval must 
be obtained and confirmed in writing 
as soon as possible. 

§ 1.392 Who receives a copy of the de-
tention order? 

(a) FDA must issue the detention 
order to the owner, operator, or agent 
in charge of the place where the article 
of food is located. If the owner of the 
article of food is different from the 
owner, operator, or agent in charge of 
the place where the article is detained, 
FDA must provide a copy of the deten-
tion order to the owner of the article of 
food if the owner’s identity can be de-
termined readily. 

(b) If FDA issues a detention order 
for an article of food located in a vehi-
cle or other carrier used to transport 
the detained article of food, FDA also 
must provide a copy of the detention 
order to the shipper of record and the 
owner and operator of the vehicle or 
other carrier, if their identities can be 
determined readily. 

VerDate Sep<11>2014 16:52 May 04, 2018 Jkt 244070 PO 00000 Frm 00069 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT 31kp
ay

ne
 o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



60 

21 CFR Ch. I (4–1–18 Edition) § 1.393 

§ 1.393 What information must FDA in-
clude in the detention order? 

(a) FDA must issue the detention 
order in writing, in the form of a deten-
tion notice, signed and dated by the of-
ficer or qualified employee of FDA who 
has reason to believe that such article 
of food is adulterated or misbranded. 

(b) The detention order must include 
the following information: 

(1) The detention order number; 
(2) The date and hour of the deten-

tion order; 
(3) Identification of the detained arti-

cle of food; 
(4) The period of the detention; 
(5) A statement that the article of 

food identified in the order is detained 
for the period shown; 

(6) A brief, general statement of the 
reasons for the detention; 

(7) The address and location where 
the article of food is to be detained and 
the appropriate storage conditions; 

(8) Any applicable conditions of 
transportation of the detained article 
of food; 

(9) A statement that the article of 
food is not to be consumed, moved, al-
tered, or tampered with in any manner 
during the detention period, unless the 
detention order is first modified under 
§ 1.381(c); 

(10) The text of section 304(h) of the 
act and §§ 1.401 and 1.402; 

(11) A statement that any informal 
hearing on an appeal of a detention 
order must be conducted as a regu-
latory hearing under part 16 of this 
chapter, with certain exceptions de-
scribed in § 1.403; 

(12) The mailing address, telephone 
number, e-mail address, and fax num-
ber of the FDA district office and the 
name of the FDA District Director in 
whose district the detained article of 
food is located; 

(13) A statement indicating the man-
ner in which approval of the detention 
order was obtained, i.e., verbally or in 
writing; and 

(14) The name and the title of the au-
thorized FDA representative who ap-
proved the detention order. 

[69 FR 31701, June 4, 2004, as amended at 76 
FR 25541, May 5, 2011] 

WHAT IS THE APPEAL PROCESS FOR A 
DETENTION ORDER? 

§ 1.401 Who is entitled to appeal? 

Any person who would be entitled to 
be a claimant for the article of food, if 
seized under section 304(a) of the act, 
may appeal a detention order as speci-
fied in § 1.402. Procedures for estab-
lishing entitlement to be a claimant 
for purposes of section 304(a) of the act 
are governed by Supplemental Rule C 
to the ‘‘Federal Rules of Civil Proce-
dure.’’ 

§ 1.402 What are the requirements for 
submitting an appeal? 

(a) If you want to appeal a detention 
order, you must submit your appeal in 
writing to the FDA District Director, 
in whose district the detained article of 
food is located, at the mailing address, 
e-mail address, or fax number identi-
fied in the detention order according to 
the following applicable timeframes: 

(1) Perishable food: If the detained ar-
ticle is a perishable food, as defined in 
§ 1.377, you must file an appeal within 2 
calendar days of receipt of the deten-
tion order. 

(2) Nonperishable food: If the detained 
article is not a perishable food, as de-
fined in § 1.377, you must file a notice of 
an intent to request a hearing within 4 
calendar days of receipt of the deten-
tion order. If the notice of intent is not 
filed within 4 calendar days, you will 
not be granted a hearing. If you have 
not filed a timely notice of intent to 
request a hearing, you may file an ap-
peal without a hearing request. Wheth-
er or not it includes a request for hear-
ing, your appeal must be filed within 10 
calendar days of receipt of the deten-
tion order. 

(b) Your request for appeal must in-
clude a verified statement identifying 
your ownership or proprietary interest 
in the detained article of food, in ac-
cordance with Supplemental Rule C to 
the ‘‘Federal Rules of Civil Procedure.’’ 

(c) The process for the appeal of a de-
tention order under this section termi-
nates if FDA institutes either a seizure 
action under section 304(a) of the act or 
an injunction under section 302 of the 
act (21 U.S.C. 276) regarding the article 
of food involved in the detention order. 
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(d) As part of the appeals process, 
you may request an informal hearing. 
Your request for a hearing must be in 
writing and must be included in your 
request for an appeal specified in para-
graph (a) of this section. If you request 
an informal hearing, and FDA grants 
your request, the hearing will be held 
within 2 calendar days after the date 
the appeal is filed. 

§ 1.403 What requirements apply to an 
informal hearing? 

If FDA grants a request for an infor-
mal hearing on an appeal of a deten-
tion order, FDA must conduct the 
hearing in accordance with part 16 of 
this chapter, except that: 

(a) The detention order under § 1.393, 
rather than the notice under § 16.22(a) 
of this chapter, provides notice of op-
portunity for a hearing under this sec-
tion and is part of the administrative 
record of the regulatory hearing under 
§ 16.80(a) of this chapter; 

(b) A request for a hearing under this 
section must be addressed to the FDA 
District Director in whose district the 
article of food involved is located; 

(c) The provision in § 16.22(b) of this 
chapter, providing that a person not be 
given less than 3 working days after re-
ceipt of notice to request a hearing, 
does not apply to a hearing under this 
subpart; 

(d) The provision in § 16.24(e) of this 
chapter, stating that a hearing may 
not be required to be held at a time 
less than 2 working days after receipt 
of the request for a hearing, does not 
apply to a hearing under this subpart; 

(e) Section 1.406, rather than § 16.24(f) 
of this chapter, describes the state-
ment that will be provided to an appel-
lant where a detention order is based 
on classified information; 

(f) Section 1.404, rather than § 16.42(a) 
of this chapter, describes the FDA em-
ployees, i.e., Office of Regulatory Af-
fairs Program Directors or other offi-
cials senior to a District Director, who 
preside at hearings under this subpart; 

(g) The presiding officer may require 
that a hearing conducted under this 
section be completed within 1 calendar 
day, as appropriate; 

(h) Section 16.60(e) and (f) of this 
chapter does not apply to a hearing 
under this subpart. The presiding offi-

cer must prepare a written report of 
the hearing. All written material pre-
sented at the hearing will be attached 
to the report. The presiding officer 
must include as part of the report of 
the hearing a finding on the credibility 
of witnesses (other than expert wit-
nesses) whenever credibility is a mate-
rial issue, and must include a proposed 
decision, with a statement of reasons. 
The hearing participant may review 
and comment on the presiding officer’s 
report within 4 hours of issuance of the 
report. The presiding officer will then 
issue the final agency decision. 

(i) Section 16.80(a)(4) of this chapter 
does not apply to a regulatory hearing 
under this subpart. The presiding offi-
cer’s report of the hearing and any 
comments on the report by the hearing 
participant under § 1.403(h) are part of 
the administrative record. 

(j) No party shall have the right, 
under § 16.119 of this chapter to petition 
the Commissioner of Food and Drugs 
for reconsideration or a stay of the pre-
siding officer’s final agency decision. 

(k) If FDA grants a request for an in-
formal hearing on an appeal of a deten-
tion order, the hearing must be con-
ducted as a regulatory hearing pursu-
ant to regulation in accordance with 
part 16 of this chapter, except that 
§ 16.95(b) does not apply to a hearing 
under this subpart. With respect to a 
regulatory hearing under this subpart, 
the administrative record of the hear-
ing specified in §§ 16.80(a)(1), (a)(2), 
(a)(3), and (a)(5), and 1.403(i) constitutes 
the exclusive record for the presiding 
officer’s final decision on an adminis-
trative detention. For purposes of judi-
cial review under § 10.45 of this chapter, 
the record of the administrative pro-
ceeding consists of the record of the 
hearing and the presiding officer’s final 
decision. 

[69 FR 31701, June 4, 2004, as amended at 82 
FR 14144, Mar. 17, 2017] 

§ 1.404 Who serves as the presiding of-
ficer for an appeal and for an infor-
mal hearing? 

The presiding officer for an appeal, 
and for an informal hearing, must be 
an Office of Regulatory Affairs Pro-
gram Director or another FDA official 
senior to an FDA District Director. 

[82 FR 14144, Mar. 17, 2017] 
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§ 1.405 When does FDA have to issue a 
decision on an appeal? 

(a) The presiding officer must issue a 
written report that includes a proposed 
decision confirming or revoking the de-
tention by noon on the fifth calendar 
day after the appeal is filed; after your 
4 hour opportunity for submitting com-
ments under § 1.403(h), the presiding of-
ficer must issue a final decision within 
the 5-calendar day period after the ap-
peal is filed. If FDA either fails to pro-
vide you with an opportunity to re-
quest an informal hearing, or fails to 
confirm or terminate the detention 
order within the 5-calendar day period, 
the detention order is deemed termi-
nated. 

(b) If you appeal the detention order, 
but do not request an informal hearing, 
the presiding officer must issue a deci-
sion on the appeal confirming or revok-
ing the detention within 5 calendar 
days after the date the appeal is filed. 
If the presiding officer fails to confirm 
or terminate the detention order dur-
ing such 5-calendar day period, the de-
tention order is deemed terminated. 

(c) If you appeal the detention order 
and request an informal hearing and 
your hearing request is denied, the pre-
siding officer must issue a decision on 
the appeal confirming or revoking the 
detention within 5 calendar days after 
the date the appeal is filed. If the pre-
siding officer fails to confirm or termi-
nate the detention order during such 5- 
calendar day period, the detention 
order is deemed terminated. 

(d) If the presiding officer confirms a 
detention order, the article of food con-
tinues to be detained until we termi-
nate the detention under § 1.384 or the 
detention period expires under § 1.379, 
whichever occurs first. 

(e) If the presiding officer terminates 
a detention order, or the detention pe-
riod expires, FDA must terminate the 
detention order as specified under 
§ 1.384. 

(f) Confirmation of a detention order 
by the presiding officer is considered a 
final agency action for purposes of 5 
U.S.C. 702. 

§ 1.406 How will FDA handle classified 
information in an informal hearing? 

Where the credible evidence or infor-
mation supporting the detention order 

is classified under the applicable Exec-
utive order as requiring protection 
from unauthorized disclosure in the in-
terest of national security (‘‘classified 
information’’), FDA will not provide 
you with this information. The pre-
siding officer will give you notice of 
the general nature of the information 
and an opportunity to offer opposing 
evidence or information, if he or she 
may do so consistently with safe-
guarding the information and its 
source. If classified information was 
used to support the detention, then any 
confirmation of such detention will 
state whether it is based in whole or in 
part on that classified information. 

Subpart L—Foreign Supplier 
Verification Programs for Food 
Importers 

SOURCE: 80 FR 74340, Nov. 27, 2015, unless 
otherwise noted. 

§ 1.500 What definitions apply to this 
subpart? 

The following definitions apply to 
words and phrases as they are used in 
this subpart. Other definitions of these 
terms may apply when they are used in 
other subparts of this part. 

Adequate means that which is needed 
to accomplish the intended purpose in 
keeping with good public health prac-
tice. 

Audit means the systematic, inde-
pendent, and documented examination 
(through observation, investigation, 
discussions with employees of the au-
dited entity, records review, and, as ap-
propriate, sampling and laboratory 
analysis) to assess an audited entity’s 
food safety processes and procedures. 

Dietary supplement has the meaning 
given in section 201(ff) of the Federal 
Food, Drug, and Cosmetic Act. 

Dietary supplement component means 
any substance intended for use in the 
manufacture of a dietary supplement, 
including those that may not appear in 
the finished batch of the dietary sup-
plement. Dietary supplement compo-
nents include dietary ingredients (as 
described in section 201(ff) of the Fed-
eral Food, Drug, and Cosmetic Act) and 
other ingredients. 
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